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DETAILED ACTION 

This is the initial Office Action following the Request for Continued Examination based 
on the 10/653879 application filed September 2, 2003. Claims 23 and 72-78 as 
amended August 31 , 2009 are currently pending and considered below. 

Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the monolayer helical 
coil in the distal region of the elongate tubular member must be shown or the feature(s) 
canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 23 and 72-78 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. In the absence of figures which show how the invention of the claims is to be 
carried out, one can not necessarily fully understand the invention as claimed. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

7. Claims 23, 72-76 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US PGPub 2001/0021831 A1 to Fleischhacker et al in view of US PGPub 
2002/0077595 A1 to Hundertmark et al. 

Regarding the instant claims, Fleischhacker et al teach the following: 
23. A catheter, comprising: an elongate tubular member having a proximal 
region, a distal region, and a lumen extending therebetween (Fig. 24, #100); a 
multilayer torque cable in the proximal region of the elongate tubular member, 
the multilayer torque cable having a first helical coil (Fig. 24, M) and a second 
helical coil (Fig. 24, N), the first helical coil nested within the second helical coil 
and wound in a reverse direction from the second helical coil (see Fig. 12) so that 
rotation of the first helical coil in a first direction causes the first helical coil to 
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expand while rotation of the second helical coil in the first direction causes the 
second helical coil to compress and thereby interfere with the expansion of the 
first helical coil (this behavior is inherent to the coils) [...]. 

72. [. . .] wherein the multilayer torque cable further comprises a third helical coil 
surrounding the second helical coil (Fig. 31, O). 

74. [...] wherein the first helical coil is multifilar (Abstract). 

75. [...] wherein the second helical coil is multifilar (Abstract). 

76. [...] wherein the monolayer helical coil is multifilar (Abstract). 
Fleischhacker et al do not teach or disclose a monolayer helical coil in the distal 

region of the elongate tubular member or an outer jacket surrounding the monolayer 
helical coil. However, regarding the instant claims, Hundertmark et al teach: 

23. [. . .] a monolayer helical coil (Fig. 8, #48) in the distal region of the elongate 
tubular member (Fig. 2, #22) wherein the monolayer helical coil is an extension 
of the first helical coil (making these two portions continuous increases kink 
resistance at the transition point between two coils and one); and an outer jacket 
surrounding the monolayer helical coil (Fig. 8, #50) to restrict expansion on 
rotation of the monolayer helical coil (the outer jacket of Hundertmark et al would 
be capable of performing this function). 

73. [...] wherein the monolayer helical coil is annealed to prevent unwinding 
expansion on torquing the catheter (Paragraph [0030]). 

Fleischhacker et al and Hundertmark et al are analogous art because they are 
from the same field of endeavor/problem solving area of helically wound catheters. At 
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the time of the invention, it would have been obvious to one of ordinary skill in the art, 
having the teachings of Fleischhacker et al and Hundertmark et al before him or her to 
modify the multilayer catheter of Fleischhacker et al to include the monolayer distal coil 
of Hundertmark et al because it provides a more flexible and atraumatic end 
(Hundertmark et al, Abstract). Therefore, it would have been obvious to combine 
Fleischhacker et al with Hundertmark et al to obtain the invention in the instant claims. 
8. Claims 77 and 78 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US PGPub 2001/0021831 A1 to Fleischhacker et al in view of US PGPub 
2002/0077595 A1 to Hundertmark et al in further view of US PGPub 2003/0105426 A1 
to Jorgensen. 

Regarding claims 77 and 78, Fleischhacker et al and Hundertmark et al teach the 
limitations of claim 23 as mentioned above. Additionally, Fleischhacker et al teach the 
following: 

78. wherein a second outer jacket is disposed about the multilayer torque cable 
(Fig. 24, #108) 

Fleischhacker et al and Hundertmark et al fail to explicitly teach or disclose a 
balloon mounted on the distal region of the elongate tubular member, attached to the 
outer jackets surrounding the monolayer helical coil and multilayer torque cable. 
Jorgensen teaches: 

77. [...] further comprising a balloon (Fig. 2A, #46) mounted on the distal region 
of the elongate tubular member, the balloon defining a chamber (Fig. 2A, not 



Application/Control Number: 10/653,879 Page 7 

Art Unit: 3763 

labeled) that communicates with an inflation lumen (Fig. 2A, #52) that extends to 
the proximal region of the elongate tubular member (Fig. 2A, #43). 
78. [...] wherein a proximal end of the balloon is bonded to the second outer 
jacket (Fig. 2A, #46, 47, and 42) and a distal end of the balloon is bonded to the 
outer jacket surrounding the monolayer helical coil (Fig. 2A, #46, 53, and 44). 
Fleischhacker et al, Hundertmark et al and Jorgensen are analogous art because 
they are from the same field of endeavor/problem solving area of catheters. At the time 
of the invention, it would have been obvious to one of ordinary skill in the art, having the 
teachings of Fleischhacker et al, Hundertmark et al, and Jorgensen before him or her to 
modify the distal end of the catheter of Fleischhacker et al and Hundertmark et al to 
include the balloon of Jorgensen because the device would then be useful to perform 
balloon angioplasty or stenting (Jorgensen, Paragraph [0002]). Therefore, it would have 
been obvious to combine Jorgensen with Fleischhacker et al and Hundertmark et al to 
obtain the invention in the instant claims. 



Response to Arguments 

9. Applicant's arguments filed August 31 , 2009 have been fully considered but they 
are not persuasive. 

1 0. In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., that the distal tip must be rigid or used to cross a lesion) are not recited in the 
rejected claim(s). Although the claims are interpreted in light of the specification, 
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limitations from the specification are not read into the claims. See In re Van Geuns, 988 
F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

1 1 . Regarding applicant's argument that the invention of the instant application 
"provides a catheter that has two coils in the deflection tip" is not germane to 
patentability in this application, as the claims are drawn to a catheter having a 
monolayer helical coil in the distal tip, which the examiner is interpreting to be what 
applicant means by "deflection tip" in the arguments, page 7. In response, the examiner 
urges applicant to review their claims and specification, most notably the drawings, for 
accuracy and consistency with the claim language, as no figures currently show what 
the examiner would understand to be a monolayer helical coil in the distal region of the 
device. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VICTORIA P. CAMPBELL whose telephone number is 
(571)270-5035. The examiner can normally be reached on Monday-Thursday, 7-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Victoria P Campbell 
Examiner, AU 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



